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                                            RCSI Bahrain    

                                         RESEARCH ETHICS COMMITTEE (REC):

                                         APPLICATION FORM


	This box for REC use only
	Number:
	
	Date received
	

	
	Outcome:
	Approved:
	
	Not approved:
	
	Revision req'd
	

	
	Applicant informed (Date):
	


	Section 1 – Administrative

	

	Applicant's Name:
	

	Short Title of Project:
	


INSTRUCTIONS:  
· Please complete this document on computer, enlarging boxes as needed.
· Please see the REC website for guidance: http://www.rcsi-mub.com/index.jsp?p=824&n=827
· Please fill in all appropriate boxes – an incomplete application will be returned and will delay your application. If a particular question does not apply then cross it through & state “N/A”.
· We require 1 hard copy of the application form and one electronic copy of the main documentation. One hard copy must have all relevant signatures.

· Please refer to the accompanying guidance on the website
· Complete the Checklist below.
· Ensure that all supporting documents are attached to the application form and secured together. 

· Applications which are not collated in sets will be returned to the author.
Send application and all relevant documentation listed below to: Ms Abeer Abdel Aal, Research Officer, RCSI Bahrain, PO Box 15503, Adliya, Bahrain aabdelaal@rcsi-mub.com 
Please indicate if the following have been enclosed by selecting Yes/No/Not applicable options below. 
	Checklist
	YES
	NO
	N/A

	Application form (double-sided if possible), with all relevant signatures
	
	
	

	Electronic copy sent to aabdelaal@rcsi-mub.com 
	
	
	

	Hard copy of protocol (no more than 4 A4 : pages double-sided if possible)
	
	
	

	Supervisor’s letter of support (if external)
	
	
	

	Participant consent form(s)
	
	
	

	Participant information sheet(s) (PIL)
	
	
	

	Doctor’s / Nurse’s / Therapist’s information sheet(s)
	
	
	

	Copy of Questionnaire (s)

	
	
	

	Lead applicant’s CV summary (Approx 1 side A4)
	
	
	

	Copy of letter of permission to do this research if work is to be carried out in another institution / body.
	
	
	

	I have approval to proceed from my Head of School 
	
	
	

	Copy of manufacturer’s indemnity
	
	
	

	Annex A  -If the study involves the use of a new medicinal product or medical device, or the use of an existing product outside the terms of its product license.
- and / or if the study includes the use of ionizing or non-ionizing radiation, radioactive substances or X rays.
	
	
	

	Please send completed application collated with all attachments to:

Abeer Abdel Aal, Research Officer, P.O. Box 15503, Adliya, Bahrain
aabdelaal@rcsi-mub.com


	Section 2 – Details of Applicant(s)


1: Title 
	Short Title of Project:
	

	Full Title of Project:
	


2: Contact Details of Applicant (All correspondence will be sent to this address unless indicated otherwise.)
	Surname: 
	

	Forename:
	

	Title (Prof, Dr., Mr. Ms):
	

	Present Appt of Applicant:
	

	Qualifications:
	

	Address: 
	

	Tel (& fax if relevant):
	

	Email:
	


3: Other Investigators / workers (including for data entry) / Departments involved (Name, Department, and Appointment):

	1.
	

	2.
	


(Continue as needed)
4: Signature of Relevant Personnel

Explanatory notes:

· All applications require the applicant’s signature & name. Please note that by signing this form you are confirming your agreement to adhere to the requirements of the Declaration of Helsinki. (See link on REC website.)

· For student projects the applicant must be an RCSI Faculty member, RCSI Alumnus or RCSI Clinical Tutor who will also act as the academic supervisor. The supervisor must have read and approved the completed application form before signing it off.

· Applicants who are RCSI academics are not required to have a supervisor, however if they do have a supervisor who is an RCSI academic then the supervisor must have read and approved the completed application form before signing it off.
· The RCSI Heads of School control access to RCSI staff and students. If RCSI staff or students are study participants (previously referred to as research subjects) then the fully completed REC form must also be signed off by the relevant Head(s) of School of the RCSI study participants. A Head of School sign off is not required where no RCSI staff or students are being accessed as study participants. 
· The Quality Enhancement Office must be consulted re scheduling of access to students and staff as research participants. Please contact the Quality Officer at agallaf@rcsi-mub.com
	i. Applicant

· I undertake to carry out the work outlined here in accordance with the principles of the Declaration of Helsinki (Current Guidelines) and RCSI Guidelines on Good Research Practice - (copies available on website or from the REC Administrator) and its amendments. The details contained in this document are, to the best of my knowledge, correct. I confirm that any training necessary for the execution of this project will be undertaken by current and by future researchers / supervisors on the project.
Also, if the application is for undergraduate student projects: 

· I am fully aware of the details of this project and agreeable for it to continue as outlined in this application. 

· I confirm that I have read this application and supporting documentation and believe it to be worked up to a suitable standard for submission to the REC.

· I can confirm that the necessary facilities and resources are available to the researcher.

· I can confirm that I will actively supervise all students’ work on this research project.




	Signature:  
	
	Date: 
	

	Print Name: 
	


	ii. For staff applications where there is a supervisor with overall responsibility for the project.
· I am fully aware of the details of this project and agreeable for it to continue as outlined in this application. 
· I confirm that I have read this application and supporting documentation and believe it to be worked up to a suitable standard for submission to the REC.

· I can confirm that the necessary facilities and resources are available to the researcher.

· I can confirm that I will actively supervise the applicant’s work on this research project.




	Signature:  
	
	Date: 
	

	Print Name: 
	


	iii. For applications  if RCSI students or staff are research participants (formerly “research subjects”): 
Head of School approval for project

NB: All research with RCSI students or staff as participants must have Head of School approval.
· I am fully aware of the details of this project and agree for it to continue as outlined in this application. 

· I can confirm that I have given my consent for RCSI staff and / or students to be approached as possible participants as set out in this application.




	Signature:  
	
	Date: 
	

	Print Name: 
	


	Section 3 – Details of Project


This section must be completed. A copy of the protocol should be enclosed with the application form but it is not sufficient to complete questions by referring to the protocol. Please summarize below:
5: Aims and Objectives of the Project:

	Optional box: Please give proposed MESH terms or Keywords for your project: (This is to ensure that we can identify the most suitable person to review your application)

	1.
2.

3. etc.



	What are the goals of the project?


	

	What are the study endpoints?
(A study endpoint is normally an event or outcome that can be measured objectively to determine whether the research question has been answered)

	

	Summary of practical benefits/improvement in patient care which are envisaged

	


6: Scientific Background to Study (including relevant references)
	


7:  Brief Outline of Project - What do you intend to do?
	.




8:  Study Design (e.g., cohort, case control etc.)

	


9(a): How was the size of the study determined? (If relevant)
	


9(b): Is there formal statistical input into the study design?

	
	Yes
	
	No


9(c):  What method(s) of Analysis will be used? (NB: please tell us about the statistical tests planned, where appropriate, not merely citing the software package.)
	


10(a):  Does the study fall into any of the following categories?

	Pilot
	
	Yes
	
	No

	Multi-centre study
	
	Yes
	
	No

	If Multi Centre Study: 
	Name(s) of Centre(s)
	

	Undergraduate Student Project
	
	Yes
	
	No

	If student project
	Related to Course?
	

	
	Name of Institution – RCSI / other?:
	


10(b): Have any other Ethics Committees been approached, and what is the outcome to date?

	Name of Ethics Committee(s):
	

	Outcome (please attach letter(s):
	


10(c): Who will have overall responsibility for the study?

	


11:  Where will the study take place and in what setting? (e.g., Bahrain / elsewhere, Health Centre / Hospital / Home etc.)

	


12:  Has funding been obtained, or is it being sought by the investigator in respect of this study?

	Funding applied for:
	
	Yes
	
	No

	Funding secured:
	
	Yes
	
	No

	Does the investigator(s) have any direct personal involvement (e.g. financial, share-holding, etc.) in the sponsoring organization?
	
	Yes
	
	No

	
	

	· If Yes, please give details:
	


13.  Schedule

	Proposed Starting Date:
	

	Proposed Duration:
	
	months


	Section 4 – Recruitment of Participants and Control Groups


14(a): How will the participants in the study be selected, approached, and recruited?

	


14(b): What inclusion and exclusion criteria will be used?

	


15:  How many participants will be recruited and of what age?

	


16: How will the control group (if used) be selected, approached, and recruited?

	


16(b): If there is a control group, what are the inclusion / exclusion criteria?

	


16(c):  How many controls will be recruited and of what age?

	


17:
Are the participants included in this study involved in any other research investigation at the present time?

	
	Yes
	
	No
	
	Not Known

	If yes, please provide details:
	


18: Will participants receive any payment or other incentive to participate?

	    
	Yes
	
	No

	If Yes:

· Please give details of incentive per participant:

	

	· Please indicate the source / financing of the incentive:

	

	19: Liaison with participants’ own healthcare workers.

In cases where the research involves an intervention that may interact with concurrent medical treatment, applicants should undertake to explain to participants that the researcher will contact their doctor / healthcare worker to ask about any medical treatment and to check whether there is any contraindication to the research. The health and interests of the research participant must always take priority in such cases. 
Will you be contacting participants’ healthcare workers?
Yes

No

Please describe your procedure for this, if relevant:

	


	Section 5 – Consent


20: Is written consent to be obtained?

	
	Yes
	
	No

	If yes, please attach a copy of the Consent Form to be used

	If No, please justify: (e.g. “As part of the introduction about the Phone Survey I advise that all information is confidential and if they are happy to give verbal consent for the survey that we can proceed. Copy of introduction attached.”)

	


21: 
Does the study include vulnerable groups or participants for whom English is not a first language?

	Minors under 18 years of age
	
	Yes
	
	No
	
	Not Known

	People with learning difficulties
	
	Yes
	
	No
	
	Not Known

	Other vulnerable groups (e.g. psychological disorders, dementia etc.)
	
	Yes
	
	No
	
	Not Known

	Participants for whom English is not a first language?
	
	Yes
	
	No
	
	Not Known

	Students? (NB: Students may perceive peer or academic pressure to participate.)
	
	Yes
	
	No
	
	Not Known

	
	

	If you have answered “Yes” to any of these questions, please complete the questions below

- Otherwise proceed to Question 22.

1. What special arrangements have been made to deal with the issues of consent and assent, e.g. is parental or guardian agreement to be obtained, and if so what form?

	

	2. In what way, if any can the proposed study be expected to benefit the individual / groups who participate?

	


	3. For research involving students as participants: what arrangements have been made to avoid the perception of pressure to participate?

	


Please answer Question 22 only where invasive or other interventions are planned which could be a risk to the pregnancy, otherwise proceed to Q23.
22: Are women of childbearing age included?

	
	Yes
	
	No
	
	Not Known

	If YES, Does the protocol/patient information sheet address the 8 points in the committee’s check list for studies involving women of childbearing potential 

1. Scientific justification, 

2. Negative teratogenic studies, 

3. Warning participant that fetus may be damaged, 

4. Initial negative pregnancy test, 

5. Forms of contraception defined, 

6. Duration of use to exceed drug metabolism, 

7. Exclude those unlikely to follow contraceptive advice, 

8. Notify investigator if pregnancy suspected?
Please explain:

	


23:  Will the participant be given a written participant information sheet (PIL) or letter?
	
	Yes
	
	No

	· If “Yes”, please attach copy to this application form

· If “No”, please justify (e.g. phone surveys, anonymized data etc.):

	


	Section 6 – Details of Interventions


24:
Does the study involve the use of a new medicinal product or medical device or the use of an existing product outside the terms of its product license?

	
	Yes
	
	No

	· If yes, please complete Annex A (available from the Research Officer).


25:  Will any ionizing or non-ionizing radiation, or radioactive substances or X-rays be administered to a participant?

	
	Yes
	
	No

	· Please ensure information in Q14 includes exclusion criteria with regard to ionizing
radiation if appropriate.

· If yes, please complete this page and then Annex A (available from the Research Officer.)


26:   What investigations and/or interventions will participants and/or controls have over and above routine care?

	(Please complete the table below by selecting YES/NO options as appropriate. If YES, details should be available in protocol.)  

	Investigation:

	Self completion questionnaires
	
	Yes
	
	No

	Interviews/interview administered questionnaires
	
	Yes
	
	No

	Video/audio tape recording
	
	Yes
	
	No

	Physical examination
	
	Yes
	
	No

	Internal physical examination
	
	Yes
	
	No

	Venepuncture
	
	Yes
	
	No

	Arterial puncture
	
	Yes
	
	No

	Biopsy material
	
	Yes
	
	No

	Other tissue/body sample
	
	Yes
	
	No

	Imaging investigations (not radiation)
	
	Yes
	
	No

	Other investigations not part of normal care
	
	Yes
	
	No

	Additional outpatients attendances
	
	Yes
	
	No

	Longer inpatient stays
	
	Yes
	
	No

	Local anesthesia
	
	Yes
	
	No

	General anesthesia
	
	Yes
	
	No

	Other
	
	Yes
	
	No

	Details:

	


	Section 7 – Risks and Ethical Problems


27 (a): Are there any ethical problems that the investigators consider to be relevant with the proposed study?

	
	Yes
	
	No

	· If yes, please give details:
· (NB – for animal studies the ethical issues raised and their management will always need to be described.)

	 


27(b):
Will treatments provided during the study be available if needed at the end of the study?

	
	Yes
	
	No
	
	Not Applicable
	
	Not known


27(c): If not is this made clear in the patient information sheet?
	
	Yes
	
	No

	· If "no", please give reasons:

	


  28:  
Are there any potential risks or hazards to participants or patients?

	
	Yes
	
	No

	· If Yes, please give details, and give the likelihood and details of precautions taken to minimize them, and arrangements to deal with adverse events, including reporting to the relevant authorities:

	


29:
Could this study cause discomfort or distress to participants / patients (including psychological distress)? (e.g. remember that questionnaires may cue memories of trauma or family difficulties etc.)  

	
	Yes
	
	No

	· If Yes; estimate the degree and likelihood of discomfort or distress entailed, the precautions to be taken to minimize them and any pathways for support or counselling where relevant.

	


	Section 8 – Indemnity and Confidentiality


Product liability and consumer protection legislation make the supplier and producer (manufacturer) or any person changing the nature of a substance, e.g. by dilution, strictly liable for any harm resulting from a consumer's use of a product.

30(a):
What arrangements have been made to provide indemnification and/or compensation in the event of a claim by, or on behalf of, a participant for negligent harm?

	

	
	N/A


30(b):
What arrangements been made to provide indemnification and/or compensation in the event of a claim by, or on behalf of, a participant for non-negligent harm?
	

	
	N/A


30(c):
Will an undergraduate student be involved directly in conducting the project?

	
	Yes
	
	No


31:
In cases of equipment or medical devices, have appropriate arrangements been made with the manufacturer?
(Please indicate NA if not applicable.)
	
	Yes
	
	No
	
	N/A

	· If Yes, please give details.

	


	Section 9 – Data Protection


RCSI complies with European GDPR Legislation, as well as all relevant regulation and Data Protection legislation in Bahrain.
32
 Data processing - consent
32(a)  Will explicit consent be sought for the processing of data? Yes / No
32 (b) If no, please give details.  Please note explicit consent is mandatory under the GDPR Regulations 2018 unless the data is anonymous or a ‘consent declaration has been obtained’  

33
Data processing – governance and procedure
33(a) Please specify which arrangements are in place to ensure that personal data will be processed as is necessary; a)  to achieve the objective of the health research and; b) to ensure that shall not be processed in such a way that damage or distress to the data subject? 

33(b) Please specify the data controller; joint data controllers (if applicable) and any data processors involved in the research.

33(c) Please specify any person or organisation who provides funding for, or otherwise supports, the project.

33(d) Please specify any person other than the named data controller, joint controllers or processors with whom it is intended to share any of the personal data collected (including where it has been pseudonymised or anonymised) and the purpose of such sharing.

33(e) The provision of training in data protection law and practice to anyone involved in carrying out the health research is a mandatory legal requirement. Please specify the provision of training. 

33(f) Has a “risk assessment” and/or “data protection impact assessment” been carried out, taking in to account local policy and/or legal requirements?

33(g) Please specify the measures in place that demonstrate compliance with the data minimisation principle (Is it adequate, relevant and limited to what is necessary?)

33(h) Please specify the controls in place to limit access to the personal data undergoing processing in order to prevent unauthorised consultation, alteration, disclosure or erasure of personal data. 

33(i) Please specify the controls in place to log whether and by whom personal data has been consulted, altered, disclosed or erased. 
33(j) Please give details of personal data security measures. Please specify where / on what computer(s) the data will be stored, and details of password access and encryption, access to locked cabinets etc.

33(k) Please specify the arrangements to anonymise, archive or destroy personal data once the health research has been completed. Please include details re secure data destruction relating to all relevant media used.

33(l) Please specify other technical and organisational measures designed to ensure that processing is carried out in accordance with the Data Protection Regulation, together with processes for testing and evaluating the effectiveness of such measures.

33(m) Please specify which arrangements are in place to ensure that personal data is processed in a transparent manner.

34
Data processing - general
34(a)  Via what media will data be collected? (e.g. written, video, audio, photographs, imaging etc)

34(b)  Would you class the data collected in this study as anonymous, pseudonymised, coded or identifiable data?

34(c)  How will anonymization / de-identification of data be achieved? E.g. details of gatekeeper arrangements and name & post of gatekeeper, how the gatekeeper will protect the key linking patient / participant details with identified data etc.
34(d) Where will data collected be stored?

34(e) How will data be shared between different instigators within the project? 

(NB sharing personally identifiable data via IT is particularly problematic and should normally be avoided. If essential then full details of data security must be given.)

	


34(f)  Will data collected leave the site(s) of origin at any point?   

Yes / No
34 (g) If yes, please give details, including where data may be taken.

34(h)   Where will data analysis take place and who will perform data analysis (if known)?

34(i) After data analysis has taken place, will data be retained?

Yes / No
34(j) If yes, for how long, for what purpose, and where will it be retained?  (NB: 5 years is normally the minimum required standard time)

35
Access to healthcare records
35 (a) Does the study involve access to healthcare records (hard copy / electronic)?  Yes / No
If answer is No, please delete remaining questions in Section 35
35 (b) If yes, please elaborate. 

35 (c) Who will access these healthcare records?

35 (d) Will consent be sought from patients for research team members to access their healthcare records?  Yes / No  

Consent is required from the patient in order to access healthcare records for research purposes unless a “consent declaration” has been granted, or the records are anonymous.


35 (e) Who or what legal entity is the data controller in respect of the healthcare records?

35 (f) If no patient consent is to be obtained, what measures have been put in place by the data controller which may make access to healthcare records permissible without consent? A ‘consent declaration’ or anonymised records are the only acceptable options here. 

*Please ensure that you complete the checklist on the front cover of the application form and include all relevant enclosures. 
You will normally hear from us within 10 days of the next REC meeting so long as the form reaches us by the meeting deadline which is normally 2 weeks prior to the meeting.
RCSI Bahrain REC approval does not constitute permission to access any RCSI resources, or gain access to RCSI students as research subjects.





Financial, Laboratory and other resources should be sought via the normal channels. Advice can be sought from the RCSI Bahrain Research Committee.





Access to any RCSI students as research participants, whether for questionnaire surveys or any other form of research, must be separately approved by your School. The point of contact for such permission is your Head of School.





If research is to be carried out in another institution (e.g. a hospital or any external body) then evidence of permission from that institution will be required with this application.








© RCSI Bahrain
Page 17
REC Application Form, Nov 2019 update

